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Food and Drug Administration 
Rockville MD 20857 

ANNUAL REPORT 

OF THE 

BIOLOGICAL RESPONSE MODIFIERS ADVISORY COtiMITTEE *” ’ 

for the period 

October 1,200O though September 30,200l 

FUNCTION 

The Committee reviews and evaluates available data relating to the safety, effectiveness, tid 
appropriate use of biological response modifiers that are intended for use in the prevention and 
treatment of a broad spectrum of human diseases. The’Committee also considers the quality and 
relevance of FDA’s research program which provides scientific support for the regulation of 
these products, and makes appropriate recommendations to the Commissioner of Food and 
Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met three times during the reporting period. Meetings were held in Bethesda, ” 
Maryland. 

The dates of those meetings were: November 16- 17,2000, April 5-6,200 1, and July 13,200 1. 

The meeting on April 5-6,200l included, a closed session to permit discussion of matters of a 
personal nature. 



ACCOMPLISHMENTS 

At the November l&17,2002 meeting: 

In onen session, the Biological-Response Modifiers Advisory Committee discussed and made 
recommendations regarding issues related to gene therapy chid trials including preclinical 
models, product characterization, and long-term follow-up. 

At the April 542001 meeting: 

In open session, the Committee reviewed and discussed responses to a letter that was sent to all 
IND gene therapy holders requesting submission of information on pre-clinical and clinical 
issues, product characterization, and quality control. 

The Committee also heard, the results” from several clinical. site,,inspections where gene therapy 
clinical trials are being conducted. 

The Committee discussed the feasibility of implementing CBER’s plan for long-term follow up 
of gene therapy patients. 

The Committee also heard the .annou.ncement .of,the proposed rule on “Availability for Public 
Disclosure ad Submission to FDA for Public Disdosye o$ i&@ip. ,Q@uK! ~nf~~&pp 
Related to Human Gene Therapy or Xenotransplantation”. This rule has been published in the 
Federal Register. 

The Committee heard an update of the research programs in the Division of Monoclonal 
Antibodies and the Division of Cellul~~~d Gene Therapies. 

In closed session, the Committee recommended personnel and program actions for the 
Laboratory of Molecular and Developmental Immunology, Division of Monoclonal Antibodies; 
and the Laboratory of Molecular and Tumor Biology, Division of Cellular and Gene Therapies. 
Disclosure of the information discussed during this session would constitute an unwarranted 
invasion of personal privacy in accordance with 5 U.S.C. 552b(c)(6). The recommendations 
were utilized by FDA as part of its independent intramural program review. 
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At the July 13,200l meeting: 

In open session, the Committee discussed updates on safety testing of adenovirus vectors and 
responses to the March 6,200O FDA Getie”T?ie%py jlebei r&a&d to adendvirus vector titer 
measurements and replication competent adenovirus levels. 
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Food and Drug Administration 
Rockville MD 20857 

. 

ANNUAL REPORT 

OF THE 

‘BLOOD PRODUCTS ADVISORY COMbiiTrliEE‘ 

for the period 

October 1, 2000 through September 

FUNCTION 

30, 2001 

The Committee reviews and evaluates available data concerning the 
safety, effectiveness, and appropriate use of blood products 
derived from blood and serum or biotechnology which are intended 
for use in the diagnosis, prevention, or treatment of human 
diseases and advises the Commissioner of Food and Drugs of its 
findings regarding the safety, effectiveness, and labeling of the 
products, 
products, 

on clinical and'lkboratory studies involving such 

licenses, 
on the affirmation or revocation of biological product 
and on the quality and relevance of FDA's research 

program which provides the scientific support‘ for'regulating 
these agents. The Committee functions at times as a medical 
device panel under the 'Medical Device Amendments of 1976. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The Committee met two times during the reporting period in - Gaithersburg, Maryland. 
March 15-16, 

The dates of those meetings were: 
2001, and June 14-15, 2001. 

June 14-15, 
The meeting on 

2001 included a closkd'session to permit discussion 
of matters of a personal nature. 

ACCOMPLISHMENTS 

I. In open session, the March 15-16, 2001 meeting included: 

1. The comparative sensitivity of Hepatitis B Virus 
Nucleic. Acid Testing (HBV NAT) vs. Hepatitis B 



II. 

a 

2. 

3. 

4. 

2 

Surface Antigen (HBsAg) testing. The Committee 
discussed whether NAT testing for Hepatitis B will be 
compared with the HBsAg method to determine if blood 
centers should begin using.the NATtesting. 

The implementation of Nucleic Acid Testing (NAT) for 
Hepatitis C Virus (HCV) and Human Immunodeficiency 
Virus (HIV): Testing, Donor and Products Management. 
The Committee discussion focused on how nucleic acid 
testing for Hepatitis C and HIV should be 
implemented. 

Blood bags for diversion of initial collection. The 
Committee discussed whether bacterial contamination 
can be reduced by the use of blood bag diversion 
pouches. 

A guidance on Malaria and its applicability to 
plasma. The Committee discussed whether the guidance 
for blood donor deferrals for Malaria should be 
applied to plasma. 

In open session, the June 14-15, 2001 committee meeting 
included: 

1. 

2. 

Committees updates on: the PHS Advisory Committee on 
Blood Safety and Availability; current thinking on 
clinical trial design and performance standards for 
approval of Rapid HIV Tests; and summaries of FDA 
workshops. 

Re-entry for Donors Deferred because of HIV or HCV 
NAT or Serological Test Results. 'The Committee 
continued discussions from the March meeting 
regarding using additional methodology, such as NAT, 
for people previously deferred. 

3. Clinical Lab Implementation Act (CLIA) Criteria for 
In Vitro Diagnostic Test: 
HIV Rapid ‘Tests. 

Applicability of Waivers to 
Thk Committee discussed if CLIA is 

applicable, to HIV rapid tests. 

4. Revision of Uniform Donor History Questionnaire. The 
Committee discussed and heard results from workshops 
on developing donor questionnaires that are more user 
friendly. 

5. Transfusion-related Acute Lung Injury. The Committee 
heard a scientific presentation on transfusions that 
can result in blood clots that may cause lung injury. 
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6. Studies on Failure of Leukocyte Filtration. The Committee heard results from data collected related 
to the clogging of filters and associated with source 
material from sickle cell patients. 

In closed session, . . program actxons rtc 
the Committee recommended personnel and 

n: ,,: .-.: -- -c -x the Laboratory of Plasma Derivatives, TT--- I UIY13.LUll UL rlernalzology. Disclosure of the information 
discussed during this session would constitute an unwarranted 
invasion of personal privacy in acc'ordance with 5 U.S.C. 
552b(c) (6). 
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ANNUAL REPORT 

OF THE 

VACCINES AND RELATED BIOLOGICAL PROijtiCT$‘ADeI~~~~~.~~i?;~E~ ” ‘II :” I_/ ,.C 

for the period 

October 1,200O through September 30,200l 

FUNCTION 

iate 
or 

The Committee reviews and evaluates data concerning the safety, effectiveness, and appropr 
use of vaccines and related products which are intended. for use in the prevention, treatment, 
diagnosis of human diseases, and, as required, any other product for whicl~ .--- _ - _ I __- __ 
Administration hss regulatory responsibility. The Committee also considers the quality and 
relevance of FDA’s research program which provides scientific support for the regulation of 
these products, and makes appropriate recommendations to the Commissioner of Food and 
Drugs. 

I the Fo&d and “rug 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee met six times during the reporting period. Meetings were held in Bethesda, 
Maryland and Gaithersburg, Maryland. ‘One meeting Was held’by telecomerence. ‘” 

The dates of those meetings were November 3,200O; January 30-3 1,200l; ‘March i-9,‘2c)Oi; 
May 16-17,200l; June 11,200l; and July 26-27,200l. 

The meetings on March 7-9,200 1, May 16- 17,200 1, June 11,200”1, and July’26-27; 200 1 included” 
closed sessions to permit discussion of trade secret or confidential commercial information’or 
matters of a personal nature. 



ACCOMPLISHMENTS ’ ’ 

At the November 3,200l meeting: 

1. The Committee heard a briefing on the recent Workshop on TSE. 

2. The Committee made recommendations pertaining to the safety and efficacy of a PLA for 
CPDT Adsorbed, a ~idihhthe~~te~us/acell;llar pertussis vaccine. 

At the January 3031,200l meeting: 

1. 

2. 

- 

The Committee discussed and recommended the strains tc be included in the influenza virus 
vaccine for the 200 I-2002 season. 

The Committee reviewed the safety profile for SmithKline Beecham’s LYMErix vaccine for 
Lyme disease including an update of post-marketing safety data. 

At the March 7-9,200l meeting: 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

In Closed Session the Committee heard confidential and trade secret information related to 
m’mufacturing iss;es for DT~p-Hepatiiis,B‘-~~~.‘” i> - / ” . , j\,_. ,I.. x1I ,. 

In Open Session, the Committee reviewed safety and immunogenicity data for a combination 
vaccine, DTaP-Hepatitis B-IPV, manufactured by SmithKline Beecham Biologicals. 

In four Closed Sessions, the Committee heard confidential and trade secret information 
related to new pneumococcal conjugate vaccines. 

In Open Session, the Committee discussed approaches for the approval of new pneumococcal 
conjugate vaccines. 

In Open Session, the Committee completed the recommendations, began in January, for the 
formulation of influenza virus vaccines for id0 l-2002. 

In Open Session, the Committee heard a briefing on activities in the Laboratories of 
Retrovirus Research and Immunoregulation. 

ln Closed Session, the Committee recommended personnel and program actions for the 
Laboratory of Retroviruses and the Laboratory of Immunology. Disclosure of the 
information during this session would constitute an unwarranted invasion of personal privacy 
in accordance with 5 U.S.C. 552b(c)(6). These recommendations were‘used by FDA as part 
of its independent intramural program review. 



1. 

2. 

3. 

At the June 11,200l meeting: 

1. The Committee was briefed on the activities of the Laboratory of Pediatric and Respiratory 
Viral Diseases. 

At the May 16-17,200l meet&g: 

2. 

In Closed Session, the Committee, met to hear a briefing on a~manufacturing issues related to I ,-,,.,. “%, ,L.-,>. 
use of novel ,and neoplastic *cells as “substrates for manufacture of viral vaccines. 
included trade secret or confidential commercial information, 

This session 

In Open Session the Committee discussed adventitious agent testing, tumorigenicity testing, 
and issues related to residual cell substrate DNA ofnovel ‘and neoplastic cell substrates used 
to manufacture viral vaccines. 

In Closed Session, the Committee met to discuss a product under development. The 
discussion included trade secret or confidential commercial information. 

In Closed Session, the Committee recommended.personnel and program actions for the 
Laboratory of Pediatric and Respiratory Viral Diseases:’ Disclosure’of the information during 
this session would constitute an unwarranted invasion of personal privacy in accordance with 
5 U.S.C. 552b(c)(6). These recommendations were used by FDA as part of its independent 
intramural program review. 

At the July 26-27,200l meetingi 

1. 

2. 

In Closed Session, the Committee was briefed on manufactnrino iwu-c related to a nrndllct 
under development. The discussion i_--- _.-_ _ _____ -__-_. 
information. 

------------------D -““..I” 4 ~.. -_ _ ______ 

included trade ncc&t or confidential commercial 

In Open Session, the Committee discussed and made recommendations on the available safety 
and efficacy data for Aviron Inc.‘s cold adapted, ‘live attenuated, trivalent influenza virus 
vaccine, FluMist) and its proposed indications: 
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ANNUAL REPORT 
. of the 

Anti-Infective Drugs Advisory Committee 
for the period 

October 1, 2000 through September 30, 2001 

FUNCTION 

The Committee reviews and evaluates available data concerning 
the safety and effectiveness of marketed and investigational 
human drug products for use in the treatment of infectious 
diseases and disorders and make appropriate recommendations to 
the Commissioner of Food and 'Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETING : 

The Committee met once during the reporting period in 
Rockville, Maryland. The date of the meeting was April 26- 
27, 2001. 

The meeting on April 26-27, 2001, included a closed session to 
permit the presentation of IND/NDA updates and the Catheter- 
Related Bloodstream Infection Guideline. 

ACCOMPLISHMENTS 

On April.26, 2001, the Committee met in open session to review 
new drug application (NDA) 21-144, K'etek8 (telithromicyin) 
tablets, Aventis Pharmaceuticals, Inc., for the treatment of 
bacterial respiratory infections. 



On April 27, 2001, the Committee met in closed session to 
review presentations of IND/NDA updates for ABT-773, augmentin 
ES, daptomycin, oritavancin, ramoplanin, ciprodex/moxifloxacin 
otic preparations, ertapenem/faropenem/ElOlO (carbapenems). 
The Committee also received an update on the Catheter-Related 
Bloodstream Infection guidance. The~Committee's 
recommendations on these issues remain under discussion. 
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11/30/01 

Department of 
--------I 
Pediatrics 

Univ. of Tenne -_.-;-ssee College of Medicine 
50 North j Dunlap 
Memphis, Tennessee 38103 

O'Fallon, Judith R., Ph.D. 11/30/02 
Director, Cancer Center Statisti,cs Unit, 
Plurmner 4 
Mayo Clinic 
200 First Street, SW. 
Rochester, Minnesota 55905 

Murray, Barbara E., M.D. '11/30/01 
Director, Division of Infectious Diseases 
Department of Internal Medicine 
Univ. of Texas Medical School at Houston 
6431 Fannin JFB 1.728 
Houston, Texas 77030 

Leggett, Jr.,'James E., M:D. 11/30/03 
Associate Professor of Medicine 
Oregon Health Sciences University 
5050 NE Hoyt, Suite 540 
Portland, Oregon 97213 

Wald, Ellen R., M.D. 11/30/03 
Christie-Samuels, Celia D.C.; 11130/‘01 .' Vice Chairman 
M.D.,M.P.H., F.A.A.P. Department of Pediatrics 
Professor and Chair in Child Health Children's Hospital of Pittsburgh 
University Hospital of the We& Indies 3705 Fifth Avenue at DeSoto Street 
Mona, Kingston 7 Pittsburgh, Pennsylvania 15213 
Jamaica, West Indies 

Cross, Alan S., M.D. 11/30/04 
Soper, David E., M.D. 11/30/01 Professor of Medicine 
Professor, Departments of Obstetrics/ University of Maryland Cancer Center 

Gynecology and Internal Medicine 22 South Greene Street- ." ' 
Division of Infectious Diseases Baltimore, Maryland 21201 
Medical University of South Carolina 
171 Ashley Avenue 
Charleston, South Carolina 29425-2233 Ramirez, Julio A., M.D. 11/30/04 

University of Louisville 
512 South Hancock Street 

Wittner, Murray, M.D., Ph.D. 11/30/01 Carmichael Bldg., Suite 208~ 
Professor of Pathology, Parasitology and Louisville, KY 40202 

Tropical Medicine 
Department of Pathology 
Div. of Parasitology & Tropical Medicine Consumer Representative: 
Albert Einstein College of Medicine ,_, 

1300 Morris Park Avenue Ebert, Steve, Pharm, D. 11/30/04 
Bronx, New York 10461 Department of Pharmacy 

Meriter Hospital 
202 South Park Street 

Archer, Gordon L., M.D. 11/30/02 Madison, Wisconsin 53715 
Professor of Medicine & Microbiology 
Division of Infectious Disease 
Medical College of Virginia 
1101 E. Marshall St., Pm. 7-0'82 
Richmond, Virginia 23298 

AIACROSTER.DOC 13 Vdting Members & 1 fndtistry Rep. 
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Public He&h Service 

Food and Drug Administration 
Rockville MD 20857 

Annual Report 
, 

of the 
Arthritis Advisory Committee 

for the period 
October I,2000 through September 30,2001 

Function 

The Committee revie.~~~~al?d,,eval~~~te~~,-data concerning the safety and l,./ll_l. Li ” .,,,.m_/,i_** >. . ix _ 
effectiveness of,.markefed and investigational human drug products for use _* ,.s 
in the treatment of arthritis, rheumatism, and related diseases, and makes 
appropriate recommendations to. the Comm,issioner of Fo-od and Drugs. 

Membership 

A roster of m,em,bers is attac”hed.. 

Meetinas 

The Committee met three times during the reporting period in Rockville, 
Maryland. .The dates of those meetings were: February 7 and 8,2001, April 
19 and 20; 2001, and August 16 and 17,200l. The meeting on April 20, 
2001, and a portion of the meeting on August 17, 2001, were held in 
closed session to permit the discussion of trade secret and/or confidential 
commercial information. 

Accomplis,hments , 

On February 7,2001, the Committee met to discuss new drug application 
(NDA) 20-998/S009, CelebreP (celocoxib) G’.D Sear%& Co-^:; approved for 
the treatment of signs and symptoms of osteoarthritis and rheumatoid 
arthritis in ,adults. The discussion involved appropriateness for 
modification of the labe!~ based on the results of the CLASS Trial, a study of 
the incidence of significant upper gastrointestinal effects. The Committee _ 
recommended the label not be changed. The agency has not amended the 
label. The Committee met on February 8, 2001,d‘to discuss NDAW- 
042/SOO7, VioxxT” (rofecoxib) Merck “Research Laboratories, approved for 
the treatment of signs and symptoms of osteoarthritis and the management 
of acute pain. The discussion involved appropriateness for changes in the 
product label related to results of the VIGOR Trial concerning clinical 



gastrointestinal events. The Committee did not recommend the label be 
changed. The agency has not modiiied thelab”e1. ‘- . 

’ 

The Committee met on April 19, 2001, to discuss NDA 21-239; Asi&& - 
(prasterone) Genelabs Technologie& Inc.; for improvement in disnak 

. 1.----- 

activity and/or its symptom’s’in viiomen tith mild to moderate 
.,I. j  . . . . 

_, Systemic .Lupus Erythematosis (sLE) a‘i?d. re~uctioir,~df’c6~c~~~~;~~~“;;;t 
zauirement in ~~_.._ ___ ._~ _.,. I._. .fd”“, _. 

wome’n with mild to moderate SLE. .‘The Committee dfd‘not ‘recommend 
approval of the product and the agency has not approved it. The “L.._ ,,.,_ * .ir* __I_ q.-‘- _I,~-xll. ,. 
Committee met on April 20,266YJn”cloged sessron. 

_” “__ ” l,,“. . . r- I ., ^ “. _ ,. 

the August 17,2001, meeting was a presentation and discussion of’safety updates, pbstmarketing.studies‘foi^~~~n~~,T~ (~~~~~i;ce~~~~iii;n~~~~~s.~~d 
_ ,. . ,. . _,*- _.“r __, _Ij _\ * ,-“‘ _‘.‘” ,..I~ ,I i,j, i ./_ . 4, -i”<,_ . -, 

RemicadeTM (infliximati)‘Centocor, forthe treatment of rheumatoid arthritis: 

Executive Secretary 



CHAIRMAN EXECUTIVE SECIzIEi“;QRy ‘* 

Yocum, David E., M;D. 9/30/o 1 K$hleep Reedy, RD.H.; MS; “ _ 
Professor of Medicine 
Division of Rheumatology 

Advisors and Consultants Staff (HFD-2 1) 

Department of Medidine 
Center for Drug E\‘&ation &d R&&ih 

University of A&o&- 
Food -F<.D.mg Administmtion 

, 
UMC Building, Roon!~ 6409‘ ’ . .A 

_ ,,5500 Fishers Lane Bldg. “5630, ti.‘lOB3 ” _“_ ,, I>.+,j*” _X,_,n ^.,. 4~) Rockville, Maryland 2oE”7’ .*b,*.l.*s.L ? %l ^ (. ,l. % ._ _/. ._.. _,,,_ ., ., I. 

1501 North Campbell Avenue 
Tucson, Arizona 85724 

301/827-7001-F;4x: 3’@1/827-6776 
reedyk@cder.fda.gov 

MEMBERS 

Harris, E. Nigel, M.D; 
Dean, Department of Internal Medicine 
Offke of the Dean 
Morehouse School of Medicine 
720 Westview Drivl: SW 
Atlanta, Georgia 303 1’0-1495 

Williams, Jr., ~.~Saq&, M.D. 
Department of Internal Medicine 
Division of Rheumatoibgy 
University of Utah S<hodl ~~I%dic$e . 
50 North Medical -Drive Salt‘L&e (+, oti “&.r32” ” 

9130103 9/30/o 1 

Brandt, Kenneth D., M.D. 91'30102 ~~cl~rc,-in- bnnifew Dh n n,?n,lr” 
professor of Medicine: and Rheumatolbe 

._ . 
RI 

Indiana University School of Medicine 
Rhqmatology Division 

. . . ..m”“.‘. ‘Y’Y”‘~‘, L I&Y. 

..&ea&h Professor qf Public ‘Health 
7IJWU4 

” “. 
,“_ ‘l/ , 

llwxmtmcrnt rrf anL&miology ad Bit I .y... “..W... “L YY“ ,statistics 
Boston Universitv Schc - -- -- 101 of Medicine 
~fi~fiFR -VA G+iczal, $qqer (152) 541 Clinical Drive, Rdom 492 

Indianapolis, Indiana 46202-5 103 

I Bedford Massachusetts Q 1730 “Iu.li” . a...! . ,, . 

‘Calf&$ ikig$ F., Ph,D.” 9/30/04 
Professor of Medicine, RheumatoIogy, 
Epidemiology 

Dkpartment of Medicine; Division of RhetiatoIogy 
~urston‘&+li~‘:” fi ̂ ,.A WY 1.1” 1 
j33(jfiurs~o;&ij 

ar&.C&ter 
~'I*rrxl~~b~~ 

Katona, Ildy M., M.D., CAPT, MC, USN 9130702 ’ 
Professor of Pediatrics’ and Medicine 
Chair of Department elf Pediatrics 
Director of i)ediatric Rheumatology 
Uniformed Se&es University of Health Sciences 
4301 Jones Bridge Road 
Bethesda, Maryladd 208 14 

University 0 fNorth 
Chapel Hill Nf’ 3’7 

COnSU&?r R&%sentative 
McBrair, Wendy W., #N.; M.S.,‘C:ti.E.$. 9/jS/O4 
Director 

Sherrer, Yvonne S., M.D. 9/30/02 
Assistant Professor of Medicine 
University of Miami, Schtil of Medicine 
Medical Director, Center for Rheuniatology, 
Immunology and Artljritis 

5333 North Dixie Highway, Suite 110 
Fait Lauderdale, Floiida33334 1 

Firestein, Gary S., M.D. 9/30/03 
Chief, Division of Rheumatology, 
Allergy and Immunolbgy 

Southern New Jersey Regional Arthritis Center 
Vi&a Health 
1 Camie Boulevard v66ihee~Nj~g8,j" -> .*_ -( 

Department of Medic&- 
University of California at Sail Diego 
9500 Gilman Drive, 
Basic Science Bldg, ti. ‘5098 
LaJolla, California, 92093 

January,2001 
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ANNUAL REPORT Food and. Drug Administration 
-Rockville MD 20857 

OF THE 

Cardiovascular and Renal Drugs Advisory Committee 
for the period 

. 

FUNCTION 

The committee reviewsand evaluates available data concerning the safety and effectiveness of 
marketed and! investigatiohal hutiair drug‘pro‘bi;ct~‘f~b;;~h”e &atment of cardiovascular and renal 
disorders and makes appropriate recommendations to the Commissioner of Food and i&s. 

._ ,“, -~ October 1, 2000 through September 30,200l ’ 

MEMBERSHIP 

See List below 

MEETINGS 

The committee met 3 times during the reporting period in Bethesda, Maryland. 

The dates of those meetings were October 19 and 20,2000, May 24 atid 25,‘2OOi, and Abgust 9 
and IO, 2001. The meeting df October 19 was’h&Yl in dio$Z”session to permit the disc‘ussion of 
trade secret and/or confidential commercial infobrm&K .~ ‘ 

ACCOMPLISHMENTS 

The committee met on October 19 and 20,.?_0q~~,,~?“~~“c~~“~~,l: ‘r-f, ~~WJ~~, ~~~~~~$+fiit&~ dis~u~skd ” , 
trade secieffconfidential information. On the October Id, 2Odf; the commitfee “di&$~<~~&$&‘~~‘ 

’ 

response using data from approved antihypertensive drugs. 

On May 24,2001, the committee discussed (1) published ,interim analyses of ALLHAT 
(antihypertens[ye and lipid lowering treatment to prevent heart attack trial) sponsored by the 
National Heart, Lung, and Blood Insfifut& ~&&&I lnstitu‘tes 6f &&liF“&nd (2) R&$o&& tb the 
Citizen’s Petiti?n of Lawrence “D. ‘Bdr~hardf‘gn‘ii’Aiiitj;ld‘Cile~~~n’ r&&ding new drug application .,_1.“, / ..“_. * 1. a\/ .- .IW &“*,‘,..- 
(NDA) 19-668, Cardura (do>iazbsir$, Pfi$$‘fnc. On May 25 2001, the comniit@ &&s&d NIX .._. _*m,*.,,” .I\. 20-g20, Natre.or (ne”siritide); scios ,nc., incii~~~~~‘~~~~~h~.~rr;i;atment of acii~~.~~~~~~~~l~~~~“~~~ A..‘.’ I’ .. 

committee voted unanimous for approval. 

On August 9 a$ 10, 2001, the committee d&us& ND‘A 2~-~i~~‘R&‘f~&&~, (~f&$&i~~f ~. ’ “ ” ‘I 
sodium), United Therapeutics, for the fr&fm&Yf bf ptiliiibtiajr hjlpetGnsidn’ tiDA 21-321’ 
Extraneal, (7.5% icodextrin), BEider H&ltticar&f& chr&ic renal ftiil’ufe’ “Nl&‘I??l~2~6”Tr&eei 
(bosentan), Actelion, for the tre$ment Of pulmonary tiypetien&?Gi. itG?~l-GG5 ?I?‘ij@?,& ,... ,, , .’ , 

recommended for approval. 

Jaime Henriquez 
Executive Secretary 



ROSTER of the Cardiovascular and Renal Drugs Advisory Committee 
For the ieportitm period 1 O/l/O0 - 9/30X1 _/.,. j 

MILTON PACKER, M.D., Chair’ 
Chief, Division of Circulatory Physiology 
Columbia University 
College of Physicians and Surgeons 
630 West 168th Street 
New York, New York 10032 

' STEVEN ~.'~T~~ITN tin.. .. 
--w-1., I.l.Y. 

Vice Chairmar 1, Department of Cardiology 
The Cleveland Clinic Foundation 
9500 Euclid A ve., F-15 

: 44195 Cleveland; OH 

PAUL ARMSTRONG, M.D. 
Professor, Department of Medicine 
University of Alberta 
25 1 Medical Science Building Edmonton, Alberta, Canada T6~~7. I 

MICHAEL F. ARTMAN, M.D. 
Professor of Pediatrics 
Pediatric Cardiology 
New York University Medical Center 
530 First Avenue, FPO Suite 9X’” 
New York, New York. 10016 

ILEANA PINA; M.D 
Director Congestive Heart Failure 
and Transplant Programs 

Case Western Reserve University L. , i. x ,. ;. * _L^ : ..*I* < ‘. I.? ‘.: ,.;.: 
Umverstty Hospital of Cleveland 
11100 Euclid Avenue 
Cleveland, bhio‘ 44 106-5062 

JEFFREY BORER, M.D. Acting Chair Director, Divisicin of patioph~.~ol;;g&‘-~. 1 ,” . 

Weill Medical College at Come11 University 
525 East 68th Street, Room F467 
New York, New York 10021 

THOMAS FLEMING, Ph.D. 
Professor and Chair 
Department of Biostatistics 
University of Washington 
Box 357232 
Seattle, Washington 98195-7232 

THOMAS GILQOYS, M.D. 
Lown Cardiovascular Center 
2 1 Longwood Ave. 
Brookline, MA 02146 

ALAN HIRSCHM.D., 
University of Miinesota Medical School 
Minnesota Vascular Diseases Center 
420 Delaware St., SE, Box 508 
Minneapolis, MIj 55455 

JOANN LINDENFELD, M.D. 
Professor of Medicine, Division of Cardiology 
University of Colorado Health Science Center 
4200 East Ninth Avenue, B- 130 
Denver, Colorado 80262 
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ANNUAL REPORT 

_ ,~ ,, ..*e_ _ _, 1, .~._ .,, 

Food and Drug Administration 
Rockville MD 20857 

OF THE 

. 

Dermatologic and Ophthalmic Drugs Advisory Committee 

for the period 

FUNCTION 

October I, 2000 throughSeptember 30,200 1’ 

The committee reviews and evaluates available dam concerning the safety and effectiveness of marketed 
and investigational human drug products for use in the treatment of dermatologic and ophthalmic disorders 
and makes appropriate recommetidations to the Commissioner of Food*and Drugs. 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The committee’met one time during the reporting period in the Washington, DC area. 

The date of the meeting was November 16,200O. 

The meeting on November 16,200O included a closed session to permit discussion of trade secret or 
confidential commercial information. 

ACCOMPLISHMENTS 

On November 16,2000, the committee discussed NDA 50 - 777, Protopic,‘tacrolimus, Fujisawa 
Healthcare, for short and long term treatment of the signs and symptoms of atopic dermatitis in adult and ._ “.) - ~” .,,.,“. 
pediatric patients 2 years of age or older. The committee voted for the approval of Protopic. 

s/i/u t 
Date 

Executive Secretary 



Eva F. Simmons-0-Brien, M.D. 8/31/01 
Assistant Professor of Dermatology & 
Internal Medicine 
Johns Hopkins Univ., School of Medicine 
21 Crossroads Drive; ‘Suite 325 “’ 
Owings Mills, MD ‘211’17 

0. Fred Miller, Ill, M.D. 

.I, i I r ,,_ I , ,^ 
ECUTIVF SECRETARY 

Jaime Henriouez 
Advisors and’ Consultants Staff 
Center for Drug Evaluation and Research 
Food and Drug Administration 
5630 Fishers Lane, HFD-2’1 
Rockville, Maryland 20837 
(301) 443-5455 

.) 
FAX (301) 443-0699 

E-mail: HenriquezJ@cder.fda.gov 

..,. 

DonaIdS. Fang, M.D:, M.P.H. 813 l/O2 
Assistant ,C!in’ica!“Pro~eessoi of I -’ 
Ophthalmoloav 
UCLA SchooTbf Medicine I” Kaiser ‘Pel’;naignte ‘Me;di;=al Center- 

_ ., ,._. _ ./ 
104 1 B&win Park Avenue 
Baldwi,n Park, California 97796 

Director, Department of Dermatology Geisinger Meaiczl cehTeiTmmc: .T40G. ., 

Danville, Pennsylvania 17822 

Leon W. Herndon, Jr., M.D. . . . 1. ., .‘.AgGij;r;t .p;Gf<gior 8/31/02 

Duke University Medical Center 

Henry W. Lim, M.D. 8/31/01 
Duke University Eye Center ..- ~ _ “., 1 ._ j .i 
EKvin Road Box 3802 

Chairman, Department of Dermatology 
Henry Ford Hospital 

Durham; North Carolina 27710 
27g9 w. Gran‘dBlvd:., 1 > ” 1 ” -. . .-. ; .’ .‘,’ . . . 
Detroit, Mich’igan’ .T8Z02’ “__ “___ /, ,/ ,“_ ,.._ /, .I_ 

Robert E. Jordon, M.D. 
Professor and Chairman 
Department of Dermatology 
University &Texas 
Medical School of Houston 
6431 Fannin Suite 1’1204 
Houston, Texas 77024 

George A. Cioffi, M.D. 813 l/02 
Clinician/Scientist 
Devers Eye Institute and R.S. 

Dow Neurological Science Institute 
1040 NW 22nd Avenue, Suite 200 

II 

Portland, Oregon 97210-3065 



Food and Drug Administration 
Rockville MD 20857 

. ANNUAL REPORT 

ofthe . 

for the period 

October 1,200O through’September 3’0,200l __ 
^ 

FUNCTIOz\! 

The Committee reviews and evaluates data concerning the safety and effectiveness of 
marketed and investigational human drug products for use in the treatment of cancer and 
makes appropriate recommendations to the Commissioner of Food and Drugs. 

MEMBERSHIP 

A roster of members is attached. 
I,,,. ‘.1_. i 

MEETINGS 

The Committke met five times during the reposing perioa’in~~~~~~~~iia”.~~.~~~~k~~lie; ..“~_ % . ,/ % , 

Maryland. The dates of those meetings were December 13 and 14; 2’OW; April 28,2’001,~ “ ,I.. June 7, 2o01, June 28, 2o01 kd September 1o ,.“a’ii;~~06i;* ‘.Pa.O‘fi~eink;~ing.b~ .‘,. ,-. . . . - , 

June 7,200l was held in closed session to permit the discussion oftr%de~ecret~a&l/or 
confidential cpmmercial information. 

ACCOMPLISHMENTS 

On the morning of December 13,2000; the%ommittee met to discuss NDA 20-726/$006; 
Femara@ (letrozole) Tablets, Novartis Pharmaceuticals Corporation, indicated for first- 
line therapy in postmenopausal women with advanced breast cancer. The Committee 
agreed that the studies showed -that Femamwas at least e&&&X to tamoxifen as &the ^I ~” 
initial hormonal treatment of $ostmeriopausd women ‘with &rno~e &&$$tor positi,&or 
hormone receptor unknown advanced metastatic breast cancer, with a median of 3.6 
months improvement in median time to tumor progression. Clinical experience shows 
that the aromatase inhibitors are safe and well-tolerated, and the Committee indicated that 



c 

these data suggest that standards of care may shift to choosing this drug class for first-line 
treatment of,advanced breast cancer in postmenopausal women. They voted 13-O that the 
supplement was approvable and an approval letter was sent on January 10,200 1. 
Also on December 13 ,. 2000, ‘the Committee’heard presentatio& regarding NDA 2 l-240, 
histamine hydrochloride injectioiY(l”mgim1, ~~~~~Pharinac~u~i~~i~;~inc:, indicated for 
the adjunctive use with intei-leul;in-2ialhesleu~inj in the treatmem”of adult patients. with 
advanced metastatic melanoma that has metastasized to the liver. The Committee 
expressed serious concerns about the number of imbalances in the design of this single 
study, which,did not include stratification by prognostic factors; or by presence of liver 
metastases at study entry. In the intent-to-treat population,-survival differences were~not “1/“. .b i. 
statistically significant and there was no internal cor&stency across subgroups. Ahhough 
significant survival differences here ‘found in the liver m?astasi”ssubgroup, imbalances 
in the prognostic factors consistently favored the histamine1IL2‘ arm and,‘tihen- . *_,? ,>- ,a 
calculations were adjusted ‘for these ~i~~~l~ricks,‘~h~;k*was’;lo sigmficant survival 
difference between the two treatments. The Committee voted 14-O against approval. 
On the morning of December 14,‘2006, the Committee‘met to discuss BLA 99-0’78’6, ” 
Campath@, (alemtuzumab), Millenium and ILEX Partners, LP, indicated for the treatment . -,. ,. .l,l I. .11 \x of patients with chronic lymihocytic leik&Gi$li^‘bho have bee;; ffiir<J ;;lrith ai@giing* im ’ ~ 

agents and who have failed fludarabine therapy. The ‘Committee ‘i~dicated’that the ,,-.._ . . ..>a. ~.i 
infusion and hematologic toxicities. and’the- high freijuency of infecttons were not serious 
concerns because, with our increasing experience with monoclonal antibodies, those 
toxicities can be anticipated and prophylactic measures taken. ‘The Committee &as ” 
concerned about the 13% treatment-related mortality and suggested that CAMPATH ’ i ,.*\_ .v/i,I” *- I, *,“_S I_ .~l_,,fl.. ,j I 
should not be used as palliative care‘i:n‘patie;;ts’~~~‘a good prognosis. -The need for a 

..~, -. 10 

Phase III commitment was stressed, with the goal of also ref&ing dosin information so 
that patients are exposed to the minimum effective dose foi their’tumor burden. The 
Committee voted 14-l in favor of accelerated approval and an approval letter was issued _” _ _ _” < 
on May 7,200l. On the afternoon of December 1‘4,2001, the ‘Committee heard A.- ‘” ” 
presentations on the Single Patient Use of Non-approved O&logy Drugs and’Biologics. 
Due to lack of time, the discussion of the Questions to the Committee was tabled to the 
next meeting of the ODAC. 

On April 28,2001, the Pediatric Subcommittee of the Qncolo@Driigs‘ A&isoF‘ ‘- “’ 1” ’ -” 
committee met to provide advice to the FDA on’the cases in which pediatric i ” ‘ ’ 
hematological malignancies may be considered to be the same indication as adult 
malignancies. ,The Subcommittee highlighted the need’for cooperation, ethical studies, ” 
and prioritization of potential studies, and indicated that for vaccine development, shared‘ “-I 
surface antigens may provide sufficient basis for doing both adult and pediatric studies 

On June 7, 2001, the Committee met to continue the discussion of the Single Patient Use 
of Non-approved Oncology Drugs and Biologics. The committee discus&d ways-to 
educate the public on this important topic and provided advice on &hen ?he’FDA”shotild‘ - .’ 
allow treatment use. 



On June 28,2001, the Pedi*atric Subcommittee of the Oncologic Drugs Advisory visory 
committee met to provide advice to the FDA on when pediatric solid tumors and CNS ir. Golid-tumors and CNS 
malignancies may be considered to be the same indication as adult malignancies. nalignancies. 

On the morning of September 10,200 I, the Committee discussed Clinical Trial Designs 
for the First-line Hormonal’Treatment of Metastatic Breast Can&r . Topics covered 
included discussions about the comparators, clinical trial design, endpoints and standards 
of eficacy. On the afternoon of September 10,200 1, the Committeee discussed NDA 2 l- 

.I.. ̂-. ,, ,.,a_ I__ _,, ,.^,..., 236, IntraDoseB (cisplatinlepinephrine) Injectable Gel, Matrix Pharmaceuticals, mc ‘.” ” .. 
indicated for the treatment of recurrent or refractory squamous cell carcinoma of the-head 
and neck in patients who are not considered.curable with surgery or radiotherapy . 

_ 
The 

Committee noted that the trials showed definite anti-tumor activity of the drug, although 
clinical benefit was not demonstrated. They expressed concern about the safety of the 
treatment, especially in treating tumors of the neck of patients with prior surgeries. They 
voted 4-9 against approval (1 abstention). 

On the morning of September I 1,200 I, the Committee considered BLA 1250 19, 
ZevalinTM (ibritumomab tiuxetan), IDEC Pharmaceuticals Corporation, indicated for the 
treatment of patients with relapsed or refractory low grade, follicuiar or CD2Oi 
transformed B cell Non;H~a~~ins‘lyrnp~o-~a @&IL) and rituximab refractory follicular ” ..- 
NHL. The Committee unanimously recommended (1 abstention) approval of Zelvalin for 
the treatment of chemotherapy and Rituxan-refractory patients, but voted,against 
recommending Zevalin as an initial therapy because of toxicities that accompany its 
benefits. Also on September 11,200 1, the Committee was scheduled to discuss NDA 20- 
637/SO 16, GliadelB Wafer (carmustine), G&ford Pharmaceuticals Inc., indicated for use 
as a treatment to significantly prolong survival and maintain overall function (as 
measured by preservation of Karnovsky Perfomance Status) and neurological function in 
patients with malignant glioma undergoing primary and/or recurrent surgical resection. 
However, due,to the national emergency, this last session was canceled. It will be 
rescheduled for a later date. 

1//2tlor 
Date’ ’ 

/d-w&& 
Karen M. “Templeton-Somers, Ph.D. 

! Executive Secretary 



CHAIR 

Stacy R. Nerenstone, M.D. . 613 O/O2 
Associate Clinical’Professor, ,~ ., _, 
Oncology Associates, P.C. II 1 ‘. .’ 
Helen & Harry Gray Cancer Center 
Hartford Hospital 
85 Retreat Avenue 
Hartford, Connecticut 06 106 

EXECUTIVE SECRETARY 

/ . ,  _( ,  

Karen M. Templeton-Somers, PhD 
Advisors & Consultants Staff, HFD-21 
Food and Drug Administration 
5600 Fishers Lane 
Rockville, Maryland 20857 
(30 1) 827-700 1 ‘“F-A;X -csfJ)) 827$776’ ‘. 
e-mail: SomersK@cder.fda.gov 

Victor M. Santana, M.D’. . 
Associate Professor 
Department of Hematology/Oncology 
The University ofTennessee 
332 North Lauderdale 
Memphis, Tennessee 3 8 10 1 

Richard M: Simon; D.Sc. 
Chief, Biometric Research Branch 
National Cancer Institute 
Executive Plaza North, Room 739 
Bethesda, Maryland 20892 

Kathy S. Albain, M.D. 
Professor of Medicine 
Division of Hematology/ Oncology 
Loyola University Medical Center 
Cancer Center, Room 109 
2160 South First Avenue 
Maywood, Illinois 60 153 

MEMBERS 
David P. Kelsen, M.D. 613 O/O3 

6/30/0’1 <Chief, Gastrointestinal Oncology Service 
Memorial Sloan-Kettering Cancer Center 
1275 -York Avenue 
New York, New York 1002 1 

Scott M. Lippman, M.D. 613 O/O3 
Professor of Medicine and Cancer Prevention 

6/3 O/O 1 The University ofTexas M.D. Anderson&ricer ’ 
Center ” 

.~ _. Department of Clinical Cancer Prevention ~~~s~“~~l’cb~b~.~~~~~vard ,. .,” .,.,. . ,, ,+/ ,.,._ “, /” _. -. 

HMB ll.l92c, Box 236 
Houston, Texas 77030 

613 O/O2 
Consumer Re resentative Jody .L-l Pelusl,;*M.P, pfi,Lil “‘, : / (: .‘.f , 

6/3 O/O3 
Phoenix Indian Medical Center 
42 12 North 16’” Street 
Phoenix, AZ 85016 I. 

George W. Sledge, Jr., M.D. 613 O/i2 
John T. Carpenter, Jr., M.D. 6/3 O/O4 
Professor of Medicine 

Professor Division of Hematolo, gy and Oncology 
Departments of Medicine and Pathology Universitv of Alabama at Birmingham 
Indiana University School of Medicine 1530 3rd Avenue South 
Indiana Cancer Pavilion M226G, RWUH 
535 Bamhill Drive,‘Room 473 ’ ” 

SW”._. .,. .,:_ Birmii;gham, Atabama.,,Js24~~~~8b .,/ ,( _ . I- ..“..” i >. 

Indianapolis, Indiana 46202 

Douglas W. Blayney, M.D. 613 O/O3 
Wilshire Oncology Medical Group, Inc. 
50 Bellefontaine Street, Suite 304 . _ 
Pasadena, California 9 1105 

November 16,200 1 
KTS 



Donna Przepiorka, M.D., Ph.D. 
Associate Director 

6/3 O/O4 

Stem Cell Transplant Program 
Center for Cell and Gene Therapy 
Baylor College of Medicine 
6565 Fannin St. - M964 
Houston, Texas 77030 

Bruce G. Redman, D.O. 613 O/O4 
Associate Professor of Internal Medicine 
Division of Hematology/Oncology” 
University of Michigan Comprehensive Cancer 
Center 
72 16 Cancer Center 
1500 East Medical Center Drive 
Arm Arbor, Michigan 48 109-0948 

Sarah A. Taylor, M.D. 6/3 O/O4 
Professor of Medicine 
Medical Director, Palliative Care Services 
Division of”Clinical Oncology - 
University of Kansas Medical Center 
390 1 Rainbow ‘Boulevard 
Kansas City, Kansas 66160-7353 

Stephen L. George, Ph.D. 6/30/05 
Professor of Biostatistics 
Department of BioIstatistics and Bioinformatics 
Box 3958 
Hanes House, Room 2 19 
Trent Drive at Erwin Road 
Duke University Medical Center 
Durham, NC 277 10 

November 16,200 I 
KTS 



Food and. Drug Administration 
Rockvilfe MD 20857 

ANNUAL REPORT 

. 
MEDICAL DEVICES ADVISORY COMMITTEE . *’ ” 

j ._,^_ .,, ” ““_ .), i.. 

for the period 

October 1,200O through September 30,200l 

Function 

The Committee reviews and evaluates data on the safety and effectiveness of marketed and 
investigational devices and makes recommendations for their regulation. The panels engage in a 
number of activities to fulfill the functions the FFDC ‘Act envisions’~~r”iievice.a*d~iis~~ panels: 
With the exception of the Medical Devices Dispute Resolution Panel, e&h panel, according to 
its specialty area, advises the Commissioner of ‘Food and Drugs regardingrecommended 
classification or reclassification of devices” into’& of three regulatory ‘c%egoi!ies; advises on any possible risks to health associated with the use bf devi~~~;‘~d~i~ises”,o~~~.~~i~~~~~~~~pr~iicif”” I... 

development protocols; reviews premarket approval applications for medical devices;’ reviews 
guidelines and guidance documents; recommends exemption of certain devices fromthe 
application of portions of the Act; advises on the necessity to ban a device; and responds to 
requests from the agency to review and make recommendations ‘on specific issues or problems 
concerning the safety and effectiveness of devices. With the exception of ‘the ‘Medical “Devices’ 
Dispute Resolution Panel, each panel, according to its +cidfy area, may also make-appropriate 
recommendations to the Commissioner of Food and Drugs on issues relating to the design of 
clinical studies regarding the safety and effectiveness of marketed and investigations devices. 

The Dental Products Panel also functions at timres as -a dent4 drug panel: The’functions of the 
dental drug panel are to evaluate and recommend whether various prescription drug products 
should be changed to over-the-counter status and to evaluate data and make recommendations 
concerning the approval of new dental drug products for human use. 

The Medical Devices Dispute Resolution Panel provides advice to the Commissioner on 
complex or contested scientific issues between the FDAand medical devicesponsors, applicants, 
or manufacturers relating to specific products, marketing applications, regulatory decisions and 
actions by FDA, Bnd Agency guidance and policies. The-Panel makes recommendations on 
issues that are lacking resolution, are highly complex in nature, or result from challenges to 
regular advisory panel proceedings or Agency decisions or actions. 



MEETINGS 

The Medical Devices Advisory ‘Committee held 23 meetings during the reporting period in 
Gaithersburg, Maryland; Rockville, Maryland; and Silver Spring, ‘h/laryi&d. 

Below are the dates of all device panel meetings during Fir 2001 (10/l/00 to 9/30>01) and 
UNDERLINED dates represent’meetings that had closed sessions: 

1 O/6/00 Dental Products Panel 
10/19/00 Gastroenterology and Urology Devices Panel 
10/3 l/O0 

Medicd Dkviceiy ii;ispi;~k“~~~;;lution,Panel”’ /1 , ._ j. , ~ I ~ I ‘ . , -“I__. 

1 l/6/00 Radiological Devices Panel 
_ 

1 l/8/00 
Ohhthalmic Devices >p;,&.Tl” */ .^,, (.,I “1 ̂  ,._i ” ” ,I. i ,../ “.^ . ^.I ,._ 

1 l/13-14/00 Clinical Chemistry and Clinical’Toxicolo~y l&i&s k&l ._ 
1 l/16/00 Neurological DevicesPanel ‘. 
12/4-5/00 Circulatory System Devices Panel 
12/8/00 Microbiology Devices Panel ’ 
l/19/01 Oithopaedic and Rehabilitation Devices Panel 
1/29/O 1 

ObstetGcs and p;~~~~~~g~~~e;;~~~~~~l~.,~~..~~~ /.. j_\ ,j ..,) .,~l,_/, ),. _ ,,, .)/ .I ,a, . I.* j _. ,,( 

2/5/O 1 Circulatory System Devices Panel 
3/5/o 1 R$diological Devices Panel 
4/23/O 1 Circulatory System Devices Panel 
5/21-22/01 Obstetrics and Gynecology Devices ‘Panel ” ‘- 
7/9-lO/Ol Circulatory System Devices Panel“ ” ‘. 

” . ,: 

7/16/01 Anesthesiology and Respiratory Therapy Devices~Pariel 
7/17/01 

Geneial and Plastid-s~rgev. D;;~~~.~?p&&.%& / _; ._ -<-,, i_ ,, j,“” ,. _ < :. _, 

7/20/O 1 Ophthalmic Devices Panel 
8/8-9/O 1 

/ ,. ,// ,_ I . . . . . ,. ._.. 
Okhopaedic and Rehabllrtatron~Devices‘Panel ” ” ” . ” 

8/17/01 Gastroenterology and Urology Devices Panel 
9/6/O 1 Medical Devices Dispute Resolution*Panel 
900-l l/O1 Circulatory System Devices Panel 

ACCOMPLISHMENTS _ ‘. ‘- 
See attachments (accomplishments are reported for 10 panels).’ 



MEMBERSHIP’ 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville; Maryland. “’ * ” -’ 

The date of the meeting was July 16,200 1. 

The meeting on July 16,200l; included a closed se; . -._ < - _ > ._ 
isron to permit discussion of trade secret 

and/or confidential commercial information regarding pending and future &$&%iblogy and ‘ 
respiratory therapy device submissions. -‘I 

-. 

ACCOMPLISHMENTS ” *’ .-’ 

nsorMedrcs Corporation for the 3 100 Higl ) \--- - . ,7 I.------ -” 
used to treat acute respiratory insufficiency in’adults, wk recommended fnr mnrnvnl with me 

condition related’to labeling chan$. -’ ” ‘^ 

November 16.2001 
Date 

ichael G. Bazaral, M.D. 
Executive Secretary 



EXECUTIVE SECRETARY 

Michael Bazaral, M.D. 
Exec. Sec., Anesthesiology & Resp. Panel 
Office of Devcice EvaluatiotiCRND 
Center for Devices and Radiological Health 
9200 Cotpofate Blvd. HFi%O- - 
RockvilIe, MD ?0850 

CHAIRPERSON 

Arthur S. Slut&y, M.D. 
Vice President, Research 
Queen Wing; Room 4-042 
St. Michael’s Hospital 

1 l/30:02 

30 Bond Street Ave., M5B lW8 *” . -.. .” 

Toronto, Ontario, CN MSG 1X.5 

VOTING MEMBERS 

Lois L. Bready, M.D. 
Professor of Anesthesiology 
University of Texas _ 
Health Science Center 
7703 Floyd Curl Drive 
San Antonio, TX 78284-7838 

11mm 

Orlando C. Kirton, M.D. 
Associate Director of Surgery 
Department of Surgery 
Hartford Hospital 
80 Seymour Street 
Hartford, C’l%102-5037 

11 J30/04 

. 

: 
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VOTING MEMBERS 

Tetri G. Monk, M.D. 
Professor 

11/3OiOI 

Department of Anesthesiology 
University of Florida,.College of Medicine 
1600 S.W. Archer Road-PO Box 100254 
Gainesville, FL 32610-0251 

Donald S. Prough, M.D. 
Professor and Chairman 
Department of Anesthesiology 
University of Texas Medidal Branch at GaIveston 
Building E91 Suite 2A 
Galveston, TX 77555-0.591 

1 I/30/%-‘ 

Rebecca A. Schroeder, M.D. 
Assistant Professor 
Department of Anesthesia 
National Naval Medical Center 
8901 Wisconsin Avenue 
Bethesda, MD 20889-5000 

li/3Oii)4 

Oscar A. deleon-Casasola, M.D. 
Associate Professor of Anesthesiology 
Dept AN and Critical Care Medicine 
Roswell Park Cancer Institute 
Elm and Carbon Streets 
Buffalo, NY 14263 

1 l/~OlOl 

NONVOTING MEMBERS 

CONSUMER REP 

E. Thomas Garman, D.ED. 
Distinguished Scholar 
InCharge Institute of America 
1768 Park Center Drive, Suite 252 
Orlando, FL 32835 

11!30/01. 



CDRH 

INDUSTRY REP 

Michael T. Amato 
Senior Vice President 
Special Accts 8c Profess. Relations 
Monaghan Medical Corporation 
102 West Division St., Ste. 300 
Syracuse, New York, NY 13204 



A roster of members is attached. 

MEETINGS 
.,. . . .( . i 

The panel met five times during the reporting period in Gaithersburg, Maryland; and Silver 
Spring, Maryland. 

The dates of the ineeti‘ngs were l[>ece~ber 4 and .5;.2000; F”b&ajc*y; y&i, Ap&i ‘iz @gf;:f$. , ii - -- 

9 and 10,200l and September 9 and 10; 2001..“* ’ t -. 

‘I, The meeting on February 5,200l included a closed session’to’permit discussion and review of 
trade secret and/or confidential commercial information. This portion of the meeting tias closed 
to permit discussion of pending and ‘future circulatory system device submissions.’ In addition, 
the committee discussed and reviewed trade secret and/or con~aent‘;;iir”~6;~~~~~~ inforn%$on . 
presented by a sponsor. 

ACCoMPr;IS’E-r~~s a , --/ < x. - . . __, .., ” . I _, , 

During the February $2001 meeting, the panel discussed PercuSurge, Inc.‘s premarket - 
j ._,..* am .:__ ,.Il,“;. .i*&k.,,, uci*,,,,~.~.r.iii:uir.L e” I? ” , ., I I* ,. i notification (5 10(k)) submission for the Percusurge Guaidi;l~r~~l~~~~~~~~~~~~~cclusion and 

Aspiration System. The panel determined that the’benefits~of~the pro&t outweighed the risks. ’ ‘ 
This distal device is indicated for use in-diseased coronary saphenous vein bypass grafts to 

/ :_a r.., a.*xIL.d j . j. contain and aspirate elii~o~~c”~~~~~~-~~~ep~~~~~~~‘perc~~~~~ous trmslu&nal co;onq 

angioplasty and stenting procedures or to locally infuse/deliver diagnostic or therapeutic agents 
with or without vessel occlusidn~ The’panelists also discussed dhicai study design issues for 
distal protection devices used in ‘the treatment of saphenous vein graft disease.~ l%ilOWh~ pubiid ‘. -. 
presentations, the panel addressed questions posed by the FDA. 

November 16,2001 
Date 

Megan Movnahan 
xecutive Secretary 



EXECUTIVE SECRETARY 

Megan Moynahan 
Exec.Sec.-Circulatory Sl rs. Devices ‘Pahel Office of Devide Ei;aluaiiGm~l~~~~., .*_^m ,..I .,. ” I^ / ,“._ ,. ,,./” ,, 

Center for Devices and RadioIogical Heal& 
9200 Corporate Blvd. HFZ-450 
Rockville, MD 20850 

CHAIRPERSON 

Cynthia M. Tracy, M.D. 
Professor of Medicine 
Cardiology Division 
Georgetown University Hospital 
3820 Reservoir Read NW 
Washington, DC 20007 

06/30/04 

VOTING MEMBERS 

Salim Aziz, M.D. 
Associate Professor 
Div. Cardiotheracic Surgery C-310 
Univ. of Colorado Hlth Sci Ctr. 
4200 East 9th Avenue 
Denver, CO 80262-1334 

06l3OlO4 

Julie A. Freischlag, M.D. 
Professor and Chief, Section of VascuIat 
Director, Gonda Vascular Center 
UCLA School of Medicine 
200 Medical Plaza 510-5X, PO-956958 
Los Angeles, CA 900956958 . 

0613OlO3 



VOTING MEMBERS 

Warren K. Laskey, M.D. 
Director, C&iiacCath’Lab . 

Division of Cardiology 
University of Maryland School of Medicine 
22 S. Greene Street 
Baltimore, MD 21201 

06/30/04 

Janet T. Wittes. PH.D. 
President 
Statistics Collaborative, Inc. 
1710 Rhode Island Ave. NW Suite 200 
Washington, DC 20036 - 

0613OfO3 

NONVOTING MEMBERS 

CONSUMER REP 

Robert A. Dacey 
378 Wardsworth Circle 
Longmont, CO 80501-5747 

06/30/02 

INDUSTRY REP 

Michael C. Morton 
Regulatory Associate 
W-L. Gore XAssociates, Inc. 
3450 West Kiltie Lane 
Flagstaff, AZ 86001 _ 

06/30/05 



A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Gaithersburg, Maryland. / 

The date of the meeting was November 13- 14,200O. 

The meeting on November 14,200O included a closed session to permit discussion and review of 
trade secret and/or confidential commercial information regarding pending and future FDA 
issues. 

ACCOMPLISHMENTS . 

During the November 13-14,200O meeting, on the first day; the’panel discussed two guidance documents: “Guidance for Presc;;ipti;jn ~~~;b;n?ps.~~‘~~ulse-~~~~~~~~~~~~~~~~~~~~~~~,an~ / * , 
‘” /.“(.(a. ,.. _..“.” “Over the Counter,(DTC)~s~rek~ing~r”e3t~f~~.~~rugS of Abuse (DoA)i Guih~tice:forpi-en;arket 

Notifications,” The panel provided recommendations on study designs and established cutoffs 

_ -’ 

for the prescription use DOA 51O(k)s. In reference to&eGTC DOA~$lO(kjs,‘the ‘p&d provided ” 
recommendations on mandatory”confirmation tes,ting,- appropriateness of proposed studies and 
labeling, applicability to OTC alcohol testing and cutoff performance. 

On the second day, the panel discussed Psychemedics Corporation’s 510(k) submission for the Psychemedics Arialysis of Morpfiine in ~~r:‘~~~~‘par;e*l’was’ not’askedl-t~ vote on-t~~~a~~iicatio~, 
but answered questions posed by the FDA. This %Irst of a ki;;ci~~~~~~~~~~~~~~~~~~~a~ device 

is intended for the qualitative and semi-quantitative analysis of heroin in human hair with a 
cutoff at 2 ng/lOmg hair. 

I. I _) _ ., , ,,, .c., ._ ‘,“. ,. . II. ,_. ̂ ^ .., I. ,. .x .” ̂ ^ _” - 

November 16.2001 
Date 

Veronica J. Calvin 



EXECUTIVE SECRETARY ’ 

Veronica Calvin 
Exec. Sec. Clinical Chemistry & Toxicolo 
Office of Device EvaluationfDCLD ’ 
Center for Dkvices and Radiologi&l Health 
2098 Gaither Road 
Rockville, MD 20850 HFZ-440’ 

CHAIRPERSON 

Martin H. Kroll, M.D. 
Director, Cli&al Chemistry 
Dallas Veterans AffairSMedical C!&ter 
4500 Lancaster Road, 113 
Dallas, TX 75216 

02/28/02 

VOTING MEMBERS 

Stephen Clement, M.D. 
Associate Professor of Medicine 
Div of Endocrinology & M&ahofism 
Georgetown Univ I&d Ctr/Gkor@kown Diabetis Ctr 
4000 Reservoir Rd, NW B1dg.D #232 “’ 
Washington, DC 20007 

02/28/04 

“, 

James Everett, M.D., PH.D 
Medical Director 
Madison Hospital 
201 East Marion Street 
Madison, FL 32340 

02/28104 
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VOTING MEMBERS 

Cassandra E. Henderson, M.D. 
Medical Director 
MIC-Women’s Health Services 
225 Broadway, 17th Floor 
New York, NY 10007 

02f28fO4 

02/28/02 Barbara R. Manno, PH.D. 
Professor 
Department of Psychiatry 
Louisiana State Univ. Medical Center 
1541 Kings Highway 
Shreveport, LA 71103- 

Nader Rifai, PH.D. 
Director of Clinical Chemistry 
Department of Laboratory Medicine 
Children’s Hospital 
300 Longwood Avenue 
Boston. MA02115 

02/28/02 

Arlan L. Rosenbloom, M.D. 
Distinguishedservice Professor-Emeritus 
Dept. of Pediatrics Endocrinelogy ’ 
University of Florida, College of Mtiicine 
1701 Southwest 16th Avenue 
Gainesville, FL 32608- 

02128103 
.1 _ 

NONVOTING MEMBERS 

CONSUMER REP 

Davida F. Kruger, R.N. 
Certified Nurse Practitioner 
Henry Ford Hospital 
Henry Ford Health System 
2799 West Grand Boulevard 
Detroit, MI 48202 

02/28/02 





MEMBERSHIP’ 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period ink&ville, Ma$and. ’ .., ,. j1 _.., ,. .,. ̂ i . I.* -. 

The date of the meeting was October 6,2000.* ’ ” ’ ‘^ 

,. . . ...” (L “,. . ..“‘., *..,, 
The meeting on october 6, 2oijo, inEliided a closed sess”;.~Gpi~i “$..ussidn’ofI;-.~~ i;&;;t‘: 

.,/. 

and/or confidential commercial information regard&dental device issues. 

ACCOMPLISHMENTS __,“..., _ ^., r I .,“. .~ . . . , 

1_ x I. _Je “^ On October 6,2000, the panel deliberated on’ a PMA presented by “?l’MI ImplamS; Inc. for the .’ ‘. ’ _(r’ <,. . . Le 
/ ,‘~ .~ Fossa-E~~ence ~rdsthesis.‘“~ miGi a ‘FGfiir tk~~~~~~~~~~~~~~din‘t‘lmplanf’~~tte~de~ to . .1. .‘ 

reconstruct a smooth temporal bone surface for articulation of the natural condyle. The panel 
recommended that this pre-amendment device be found not approvable. They also’provided the 
sponsor with the requirements for placing the PMA’inWapprdvable form. At the same meeting’the 
committee discussed and made recommendations on the labeling for”T%l ,. .‘~lf_. .il /_, ” ._.. _,., ., .,.. “-,<,.a*< :_ ,.) 

prosthesis. 
Concepts’s total TMJ 

.._ “. 

 ̂

I 

November 16,200l 
Date 
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EXECUTIVE SECRETARY 

Pamela Scott, B.S. 
Executive Sec., Den&l Producti Pine1 
Office of Device Evaluation/DGRD 
Center for D&ices and RadiOlogi$al Health 
9200 Corpotite Blvd. HFZrl8d 
Rockville, MD 20850 

CIUIRPERSON 

Leslie B. Heffez, DMD, MS 
Prof & Head,’ Otal/MaXiK%&I Sir& ‘. 

..,,,. 10/3 I/?3 

Dept. of Oral & Maxi110 Surgery 
University of Illinois at Chicago 
801 South Pahlina Street 
Chicago, IL 60612 

VOTING MEMBERS 

Kristi S. Anseth, PH.D. 
Patten Assoc. Prof. of Chem. Engin. 
Department of Chemical Engineering 
University of Colorado 

10/31/02 

ECCH 128, Campus Box 424 
Boulder, CO 80309-0424 

Edmond R. Hewlett, D.D.S. 
Associate Professor 
Div. of Restorative Dentistry 
UCLA School‘of Dentistry 
10833 L.e Conte Ave., Box 951668 
Los Angeles, CA 900951668 

IO/3 l/O2 
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VOTING MEMBERS 

Elizabeth D. Rekow, DDS, PHD 
Professor and Chair 

lOM1103 

Department of Orthodontics 
University of Medicine and De&try of New Jersey 
110 Bergen Street 
Newark, NJ 07’103-2400 

NONVOTING Mi3MBERS 

INDUSTRY REP 
MEDICAL DEVICES 

Floyd G. Larson 
President 
PAXMed, Intl. 
4329 Graydon Road 
San Diego, CA 92130 

10/31/01 



GENERAL AND PLASTIC SURGERY’DEVICES PANEL ” ” ” .’ 

MEMBERSHIP ’ 

A roster of members is attached.. 

. ,, 

MEETINGS 

The panel met once during the reporting period in Gaithersburg, Maryland. 

The date of the meeting was July 17,200l. 

The meeting on July 17,2001, included a closed session to permit discussion of trade secret 
and/or confidential information relating to pending issues and applications. 

ACCOMPLISHMENTS 

On July 1,, 2o01, the panel discussed‘s P~A~“spo~s~red”~~~o~ecP~l~~~~iii~l &%;oic~r~“~~~ _ .i,“_# . . l;jb~il. 

Composite Cultured Skin. The panel voted unanimously in favor of approvalwith conditions. ” ” ,.,x /. “L ~ L. ..c _* . . ., The conditions included furtherhistological evaluatron and la~~~~~~‘moa~~ica~~~nsT‘~~~~~~~ce””“-’ , ,,I, 

is indicated for the management of split thickness donor sites in burn patients and’consists of’ crosslinked Type I bovine collagen dn, e;ther siJi bf ii;hi‘d~ d;~~n,~~~~~i~~~~~~~~~~~~~~~~~‘ / . , 

and keratinocytes are seeded and cultured. 

November 16,200l 
Date 



EXECUTIVE SECRETARY 

David Krause, PH.D. 
Exec. Sec., General and Plastic Surgery 
Office of Device Evahration/DGRND 
Center for Devices and Radiological Health 
9200 Corporate BIvd. HFZ4ld 
Rockville. MD 20850 

VOTING MEMBERS 

Joseph V. Boykm. Jr., M.D. 
Medical Director 
Wound Healing Center 
Columbia Retreat Hospital 
110 North Robinson St., Ste. 403 
Richmond, VA 23220 

PhyIlis Chang, M.D. 
Staff Surgeon 
Plastic and Reconstructive Surgery 
University of Iowa Hospital and Clinics, JPP2960 
2OOHawkini’Drive, Rrn. 2965 
Iowa City, IA 52240 

David L. DeMets, PH.D. 
Professor of Biostatistics, Chair 
Dept Biostat & Med Informatics 
University of Wisconsin, Madison 
600 Highland-Avenue Rm: K6-446 
Madison, WI 53792-4675 

08/31/02 

0813 l/02 

08f31lfI2 



VOTING MEMBERS 

Robert L. McCauley, M.D. 
Chief, Department of Plastic and 
Reconstructive Surgery 

Shriners Burns Hospital 
8 15 Market Street 
Galveston, TX 77550- 

08/31103 

NONVOTING MEMBERS 

CONSUMER REP 

Maxine F. Brinkman, R.N. 
Director, Women’s and Children’s Service 
North Iowa Mercy Health Center 
1000 4th Street SW 
Mason City, IA 50401 

08/31/01 

INDUSTRY REP 

Debera M. Brown 
Vice President 
Reg Affairs & Quality Assurance 
Fusion Medical Technologies 
1615 Plymouth Street 
Mountain View, CA 94043 

08/31/03 



MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met once during the reporting period in Rockville, Maryland. 

The date of the meeting was November 16,200@. 

The meeting on November 16,2’o’OO; included a closed-session’to’permit discussion of trade ..i.” secret and/or confidential commercial information regarding pending issues and”applications. 

ACCOMPLISHMEmS I. , _, * . .,” /- 

I*.,a*I.,(l /I .II Si,l ., -. .“, .,/,- Y 
On November 16,2000, the panel made recommendations on: ‘(1) the design of clinical trials for ‘- 
new devices to prevent stroke, to treat stroke, and to provide neurological protection after stroke; ._ “,._,,“.. \,. -. .~ .~,\“lj ,, . . *(, ), I . . .- II_ I_ j .I._. b.,,:’ ._ - . _” I and (2) the design “of clinical ‘studies for temperature control devices to provide neurological 
protection. 

November 16.2001 
Date Executive‘Secret~ 



EXECUTIVE SECRETARY 

Janet Scudiero 
Exec. Sec., Neurological Devices Panel office of Device Evduati6.G~-..s’ G x. - - . ‘ j 

Center for Devices and Radiological Health 
9200 Corporate’Blvd;~HFL&ilt~ ’ ’ I..., 

Rockville. MD 20850 

CHAIRPERSON 

Robert W. Hurst, M.D. 
Assoc Prof Radiology, Neurosurg, Neurolo 
Chief JnterventiotiaI’Neuro&iiology - / 
Univ of Pennsylvania M&i Center 
3400 spruce street 
Philadelphia. PA 19104- 

VOTING MEMBERS 

Kyra J. Becker, M.D. 
Assistant Professor 
Neurology 

11/30/04 

University of Washington School of Medicine 
325 9th Avenue, Harborview Md Cntr 
Seattle, WA 98104-2499 

Fernando G. Diaz, M.D. PH.D. 
Professor & Chairrnan 

1 l/30/04 

Department of Neurosurgery 
Wayne State University HealthCenter ” 
4201 St. Antoine Blvd. Suite 6E 
Detroit, MI 48201 



VOTING MEMBERS 

Richard G. Fessler, MD, FH,D: ” . . .’ ’ 
Professor 
Director, Minimally Invasive Snina r ---- 
Chicago Institute of Net . . . _ Jrosurgery & Neuroresearch 
2515 N. Clarke Str&t. Suite 8o;b ’ 
Chicago, IL 60614 

’ . 11/3d/01 

Steve G. Massaquoi, M.D., PH.D 
Assistant Professor, Elec. Engin &Compu 
Room 70 1 

- 
11/3o/p3 

Massachusetts Institute of Technology 
545 Main Street (Tech S@are)’ Nii3 
Cambridge, MA 02139. 

Gail L. Rosseau. M.D. 
Director of Cranial Base Surgery 
Chicago Institute of Neurosurgery & Neuroresearch 
2515 N. Clark Street, Suite 800 
Chicago, IL 60614- 

11/30/01 

Cedric F. Walker, PHD P.E. 
Professor, Biomedical Engineering 
Chair, Engineering Science 
Tulane University 
Boggs Center, Suite 500 
New Orleans, LA 701‘18-5674 

1 l/30/01 

NONVOTING MEMBERS 

CONSUMER REP 

Crissy E. Wells 
Administrative Director 

1 l/30/04 

Gtr Phoenix Comm Clin Oncol Progm 
Good Samaritan Regional Medi&l Center 
925 E McDowell Road, Znd’Fl~i ‘I .. ’ 
Phoenix, AZ 85006-2726 



NONVOTING MEMBERS 

INDUSTRY REP 

Andrew K. Balo 
Vice President 

1 l/30/04 

Regulatory & Clinical Affairs 
Innercool Therapies, Inc. 
3931 Sorrento Valley Blvd. 
San Diego, CA 92009 



A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Gaithersburg, Maryland. 

The dates of the ineetings were Jatiuary 2g, 2(.jo’1 ‘-8 ua;‘21’and”2i; *ggf. ‘- 1 _ ” ,/“_ ,. _. 

The meeting on January 29,200]1, included a closed session‘to permit discussion of ‘trade secret 
and/or confidential commercial information regarding pending~and future device issues: ‘- 

1 ̂  . . c -I 
The meeting on May 22, 2oo 1, incldded .& closed sessIo~~h.-a~~ f6F$%&Finei’ t”Gh$i;Gii ana - / .__ 4. ..‘.” ,‘,“y .~ ” 

review trade secret and/or confidential’commercial information p&se&d by-a spdnsor: 

ACCOMPLISHMENTS 

On January 2g, 2oo 1, the panel diieussed Cryogen, Inc. ,<s FMA foi && F~rita$ii&;i’M ‘jTii&fiby ” . 

System intended for endometrial ablation’in women Zth abnormal uteri%bleeding in whom 
childbearing is complete. Foll;iw~~g”th~‘deiib;kratioi;s;‘tiie ‘panelrecommended approval with 

.,/__._ ,l.l(jl” . . . . “, ., 

conditions related to device malfunction rate, labeling, and standardization of technique.. 

During the May 2 l and 22, 2ool’ meeting, auriing *k.first %&,--, & ii;““a;;er .aiicussed’ g+pnA $%.- ... ‘.,. j __.. ,.I 
supplement from Mallinckrodt; Inc. ~o‘or the o~~irs~~-.F~t~l-~~~~~~.~~~~~~~i~~‘~~~~~~~~ .,I. r( ^& ., i,.. _ 

System. The device continuously monitors in~apa&im fetal oxygen saturation‘(FsPG2j and is indicated for use as an adjunct to fetal heart raL’l~~j’mdiiitd~ng~~~~~eI;res’ence of a non- .~ il ,_,, .b.“. Lv.... .I_ .) i f 

reassuring heart rate pattern. The panel provided comments on three proposed studies and urged 
that the studies be conducted as soon as possible. On the same day, the panel heard a 
presentation by Novatrix, Inc. on the regulatory process and clinical &klings~for a labor assist “- .’ 
system. The company will not pursue PMA approval. ’ : .“., 

On the second day, The panel discussed issues ‘concerning air and gas emboli associated with 
operative hysteroscopy. The panel concludedthat additional research is ‘needed to 
further understand the l-i& and t&t g&d cli~ic$p&tic~ ii e‘ssen~i~~~~‘r~~~~~~~~ &&: ‘Iti ., _, .I 1 
addition, the panel iecomendkd tiechanisms ‘f& hei&enin” ;*iiifEw.. a.Fd-ess‘b;f “+ks I. a. “. -‘I I 

On the same day, ‘the committee discussed issues concerning uterine fibroid’embolization in . L 
order to assist FDA in its development of product applications and-guidance documents. The 

., .I ,. . I. I*y I )‘ , (N1.l, ” . 

panel provided comments on inclusion and exclusion criteria,‘study’ endpoints; length offollow- ). 1^“,“... .I- _ ̂  “. .,, ._. “.., 

up, re-treatment, and labeling. 

F 
c* 
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EX3XXJTJVESECRETARY 

Joyce Whang, PH.D , 
Exec Sec., Obstetrics & GynecoIogy 
Office of Device Evaluation/DRARD 

Panel 

Center for Devices and Radiological Heahh r ,““. ,,,,-_ _ I ,. 
9200 Corporate Blvd. HFZ470 
Rockville, MD 20850 

CHAJRPERSON 

Jorge D. Blanco, M.D. 
Physican 
2536 Meek Road 
Gulf Breeze, FL 32561 

01/31/03 

VOTING MEMBERS 

Carol L. Brown, M.D. 
Assistant Professor of OB-GYN 
Weill-Cornell Medical College 
Memorial Sloan-Kettering Cancer Center 
1275 York Avenue, C-1086 
New York, NY 10021 

. 01131/05 

David F. Katz, PH.D. 
Professor 
Dept of Biomed. Engineering/Oh-Gyn 
Duke University 
Box 9028 1 
Durham, NC 277084281 

01/31/02’ -’ 
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VOTING MEMBERS 

Mary Jo O’SuIlivan. M.D. 
Professor & Associate Chair of Obstetric 
Dept. of obstetrics & Gynecol&y 
Univ. of Miam/Jackson Memorial Hosp., Holtz Center 
1611 NW 12 Ave,fR-136) Rm 4070 E.Tw” 
Miami. FL 33136 

Subir Roy, M.D. 
Private Practice 
Dept of Obstetrics and Gynecology 
USC School of Medicine Womens & Children’s Hosp.. 
1240 North Mission Road Rm L-1022 
Los Angeles, CA 90033 

David B. Seifer, M.D. 
Professor and Director 
Div. of Reprod. Endo. & Infertility 
Univ of Medicine & Dentistry of New Jersey L ,. . 
303 George Street, Siiim’2SO “- -. 
New Brunswick, NJ 08901 

Nancy C. Sharts-Hopko, PH.D. 
Professor 
College of Nursing 
Villanova University 
800 Lancaster Avenue 
Villanova. PA 19085 

NONVOTING MEMBERS 

CONSUMER REP 

Kleia R. Luckner, J.D. 
Administrative Director 
Women’s Ambulatory Health 
The ToIedo Hospital 
2142 North Cove Boulevard 
Toledo, OH 43606 

01/31/02 

01/31/03 

01/31/05 



NONVOTING MEMBERS 

INDUSTRY REP 

Mary Lou Mooney, R.A.C. 
Vice Presideit 
Clinical, Regulatory & Quality Aff 
SenoRx, Inc. 
11 Columbia, Suite A 
Aliso Viejo, CA 92656 
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IEMBERSHIP 

A roster of members is attached. 

MEETINGS 
,. _ 

The panel met twice during the reporting period in Rockville, Maryland and Gaiihersburg; ‘. 
Maryland. 

The dates of the meetings were November 8,2‘0;00 and July.20; 200’1’1 ” 

ACCoMPLrsklilErjTS , I ,. ,. ,. .I . “, ,, . “. x “, .,, “’ ~’ 

On July 20, 2o01; a PMA presetiied b;y‘ Ci~~‘~~sibn’Corporat~on~~r & ~~~~~~.~~~~-.~n~d;~~~.,.~-~ “_i.lil %I”*A”..b-. 

(IotrafilconA) soft contact lens tias recommended for approval with conditions. The conditions 
include modifications to the indication statement and to‘the iabeling, and a post approv& requirement. The’ device is indicaled f%+ ~~fi~d~~~.$-.‘~~~~~ “g;f-~~~~~~~~~,~~~~~~~ ~f&$..&c 1 I), 

or aphakic persons with non-diseased eyes with ‘up ‘to approximately kWdi:6~~~iS*~f‘~ ‘- ” -“1 ‘“> -’ * -” “’ _. .., ‘.~~‘-, \ L .,. ) astigmatism. The lenses may be prescribed for extended Wear-for up. to 30 nights of continuous ’ ‘. .a, . . _ ._,L_ y*LYc(.l? +, I .-.. ,, *_ ,.*.wsdl.,.. Y~“,.~-.l..l_l ._>m. wear between removals for cleaning and disinfection or for disposal of the lens, as recommended 
by the eye care professional. 

November 16,200l 
Date 

ra M. Thornton 
Executive Secretary 



EXECUTIVE SECRETARY 

Sara Thornton 
Exec. Secretary-Ophthalmic Devices Panel 
Office of Device Evaluation/DOED~ . ’ ” ‘. 
Center for Devices and Radiological Health 
9200 Corpofate Blvd. HFZ 460 .^ 
Rockville, MD 20850 

CHAIRPERSON 

Joel Sugar, M.D. 10/31/01 
Professor of Gphthalmology 
Vice Chair Dept of Ophthalmology 
University of Illinois Eye & Ear’fnbnaj 

., ,. 

1855 West Taylor .Sireet 
Chicago, IL 60612 _. 

VOTING MEMBERS 

Arthur Bradley, PH.D. 
Assoc. Prof. of Visual Sciences 
School of Optometry 

10/31/04 

Dept. of Visual Sciences, Indiana Univ. 
800 East Atwiter 
Bloomington, IN 47405 

Michael R. Grimmett, M.D. 
Assistant Professor 
Department of Ophthalmology - ‘ . 
University of’Miami Schijol of Medicme 
7108 Fairway Drive, S 340 ~.. /.- / 
Palm Beacii Gardens, FL 33418 

1013 1104 

I. ., 



VOTING MEMBERS 

Janice M. Jurkus, O.D.. MBA 
Professor of Optometry 
Department of Optometry 
Illiiois College of Optometry 
3241 South Michigan Avenue 
Chicago, IL 60616 

Alice Y. Matoba. MD,PH.D. 
Associate Professor of Ophthalmology 
Department of Ophthalmology 
Baylor Col. of Med, Cullen Eye Institute 
6565 Fannin Street, NC-205 
Houston, TX 77030 

Jose S. Pulido, M.D. 
Professor and Head 
Department of Ophthalmology 
University of Illinois Eye and Ear Infirmary 
1855 W. Taylor Street 
Chicago, IL 60612 

Jayne S. Weiss, M.D. 
Prof. Ophthalmology and Pathology 
Director of Ophthalmic Pathology 
Kresge Eye Institute 
4717 St. Antoine Blvd. 
Detroit, MI 48201 

NONVOTING MEMBERS 

CONSUMER REP 

Lynn Morris 
Deputy Director 
Board Relations 
California Dept. of Consumer Affairs -Exec. Offke 
400 R Street, Suite 3000 
Sacramento, CA 95814 

10/31/01 

1013 l/03 

10/31/01 



OPHTHALMIC ‘DEVICES PANEL’i)F THEMEDKCAL DEVICES iUjVISOR$’ CO&$tITT& 

NONVOTING MEM%ERS 

INDUSTRYREP 

Marcia S. Yaross, PH.D. 
Director. Worldwide Regulatory Affiirs 
and Medical Compliance 
Allergan, Inc. 
2525 DuPont Drive - VK 2A 
Irvine, CA 92612 

10/31/01 

., 



ORTHOPAEDIC and REHABILITATION DEVICES PANEL 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland and Gaithersburg, 
Marvland. 

The dates of the meetings were January 19,200l and August 8 and 9,200l. 

The meeting on August 8,2001, included a closed session to permit FDA to present to the 
committee trade secret and/or confidential commercial information regarding present and future 
FDA issues. 

ACCOMPLISHMENTS 

.’ . 

During the August 8-9,200l meeting, on the first day, the panel recommended that class III 
510(k) metal-on- metal semi-constrained total hip joint prostheses devices not be reclassified 
into class II 510(k). They believed that the petitioner did not provideadequate clinicai data to 
support the reclassification. In addition, the panel had concerns regarding the use of wear 
testing: (1) what to use as a control (negative or positive or both); and (2) what the wear results 
would mean regarding clinical performance. 

On the second day, a PMA presented by Ascension Orhopedics, Inc. for the Ascension@ MCP 
finger joint prosthesis was recommended for approval with conditions. The conditions included 
(1) narrowing the indications for use; (2) specific onsite training; (3) caution regardinguse’in the 
small/ring finger; and (4) contraindications for severe deformity in rheumatoid arthritis. The- 
device is a semi-constrained total joint replacement forlhe’index, long;’ ring; and’smail finger 
metacarpophalangeal joints. 

November 16,200l 
Date 



EXECUTIVE SECRETARY 

Hany Demian, M.S. 
Exec. Sec., Drthopaedic and R&a& P&e1 - 
Office of Device EvaIuatiomI%XND ’ 
Center for Devices and Radiological Health 
9200 Corporate Blvd. HFZ-410 
Rockville, lbXD%i856~ 

VOTING MEMBERS 

Maureen A. Finnegan, M.D. 
Associate Professor 
Dept. of Orthopaedic Surgery 
Univ. of Texas Southwestern Med Center 
5323 Harry Hines Blvd 
Dallas, TX 75390-8883 

0813 1104 

Stephen Li, PH.D. 
President 
Medical Device Testing and Innovaticns 
20 Banff Drive 
West Windsor, NJ 08550 

08/31/04 

NONVOTING MEMBERS 

CONSUMER REP 

Karen R. Rue 
Director, 
Quality Improvement 
Acadian Health Care Alliance 
200 Decatur 
Maurice, LA 70555 

08/31/03 



RTHOPAEDIC AND REHABILITATfON DEVICES PANEi 6F THE MEDrC& DEVICES ADtiS&Y C&&&E ‘ ‘. ’ + . E, FDA 

NONVOTING MEMBERS 

INDUSTRY REP 

Sally Maher, ESQ. 
Director, Regulatory Affairs 
Clinical Research 
Smith & Nephew Endoscopy 
160 Dascomb Road 
Andover, MA 01810 

08/31/04 



RADIOLOGICAL DEVICES’ PANBL ‘- . 

MEMBERSHIP 

A roster of members is attached. 

MEETINGS 

The panel met two times during the reporting period in Rockville, Maryland. 

The dates of the meetings were November 6,200O and March 5,200l. 

The meeting on November 6,2000, included a closed session to perrnit FDA to present to the 
committee trade secret and/or confidential commercial information regarding pending and future 
agency issues. 

ACCOMPLISHMENTS 

On November 6,2000, a PMA for SIR-Spheres@, presented’ by SIRTex Medical Limited of 
Australia, was recommended for approval with conditions. Two conditions were proposed: 
labeling changes and the indication for use should be for treatment of metastatic colorectal 
cancer. .._.. ‘” ~.j ~ If the FDA receives otherinformation” on primary or secondary ‘dancertreatment, they 
should move aggressively to pursue such information; therefore, a post-approval study of safety 

., _. _I and effectiveness should be designed with the PDA to include the use of new systemic - - 
chemotherapy agents. This embolic radiation therapy device is intended to selectively deliver 
high doses of ionizing radiation through g0yttrium phosphate-coated rnicrospheres that are 
implanted into non-operable malignant liver-tumors. 

November 16.2001 
Date Executive Secretary 



EXECUTIVE SECRETARY 

Robert Doyle 
Executive Sec., Radiology Devices Panel 
Office of Device Evahration/DRAERD 
Center for Devices and’Radiologi&l”&ahb 
9200 Corporate Blvd. HFZ-47(1 - 
Rockville, MD20850 

CHAIRPERSON 

Brian S. Garra, M.D. 
Professor & Vice Chairman, Dept. of Radi 
Univ of Vermont College of Medicine 
Fletcher Allen Healthcare 
111 Colechester Ave. 
Burlington, vT^O5401 

VOTING MEMBERS 

Wendie A. Berg, MD, PH.D. 
Director of Breast Imaging 
Department of Radiology 
University of Maryland 
419 W. Redwood Street, Suite 110 
Baltimore, MD 21201 

Harry K. Genant, M.D. 
Prof of Rad., Med., Epid. &Or-&o. Surg. 
Department of Radiology 
University of California, San Francisco 
505 Pamassus Ave., M392 
San Francisco, CA 94143-0628 

01/31/02 



CDRH 
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., 
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VOTING MEMBERS 

Geoffrey S. Ibbott. PH.D. 
Assoc. Prof.&Chief&c. of Outreach Phy. 
Department of Radiation Physics 
UT M.D. Anderson Cancer Center 
1515 Holcombe Blvd., Box 547 
Houston, TX 77030 

01/31/05 

Arnold W. Malcolm, M.D. 
Medicai Director 
Dept. of Radiation Oncology 
Provident, St. Joseph Medical Center 
501 S. Buena Vista 
Burbank, CA 91505 

01/31/02 

Minesh P. Mehta, M.D. 
Associate Professor 
Dept. of Human Oncology 
University of Wisconsin-Madison 
600 Highland Ave., K4/310-3684 
Madison, WI 53792 ’ 

01/31/05 

Alicia Y. Toledano, SC.D. 
Assistant Professor 
Center for Statistical Sciences 
Brown University 
Box G-H 
Providence, RI 02912 

01/31/03 

NONVOTING MEMBERS 

Marilyn R. Peters, MN, MPH 
Patient Healdr Education Coord.,(lO-Cl) 
Department of Veterans Affairs 
West Los Angeles Healthcare Center 
11301 Wilshire Boulevard. 
Los Angeles, CA 90073 



NONVOTING MEMBERS 

INDUSTRY REP 

Ernest L. Stem, B.S. 
Chairman and CEO 
Thales Components Corp. 
40 G Commerce Way-P.0. Box 540 
Totowa, NJ 075 1 l-0540 

OlM1104 



OF HEALTH & Hv’M~-S&VIc’S I 

for the period 

Octdber’ 1,200O through September 30,200l 

FUNCTION 

The Board advises the Director, NCTR, in establishing, implementing and evaluating the 
._ ..a .“_O jlli ./ n _ -.,i* .a.*. ,- . research programs that assist the Commissioner of Food and Drugs m Eul$?i&~ h&her 

regulatory responsibilities. The Board provides an extra-agency review in ensuring that the 
research programs at NCTR are scier&ically sound ‘and pertinent. 

MEMBERSHIP 

Daniel Acosta, Jr., Ph.D. (Chair) 
Dean 
College ofPharm&y - 
The University of Cincinnati 
P.O. Box 670004 
Cincinnati, OH 45267 

” . 

Elizabeth K. Barbehenn, Ph.D. (Consumer Rep.) 
Research Analyst, Publiti Citizen 
10600 20’ St. N-w 
Washington, DC 2009- 100 1 

Catherine W. Donnelly, Ph.D. 
Department of Nutrition and Food Science 
The University of Vermont 
2 16 Carrigan Hall 
Burlington, VT 05405 

Nancy Ann Gillett, D.V.M.,Ph.D.” . ’ 3. . 
Sr. V.P./General Manager 
Sierra Biomedical 
A Division of Charles River Laboratories, Inc 
587 Dunn Circle 
Sparks, NV 89431 



Stephen S. Hecht;Ph.b. ‘ 
Wallin Land Grant Professor of Cancer Prevention 
Cancer Center 
University of Minnesota Cancer Center 
Box806UMHC . 
520 Delaware St., S.E. 
Minneapolis, MN 55105 

, 

Jerry Kaplan, Ph.D. 
Associate Dean For Research 
University of Utah SchooI of Medicine 
Salt Lake City, Utah 

Cecil B. Pickett, P’ - Cecil B. Picket& Ph.D. 
Executive Vir - Executive Vice President 
Discover n Discovery Research 
Schering Schering-Plough Research Institute 
201C fY- 20 15 Galloping 
Hill Hill Road 
Kernworm, P Kenilworth, NJ 07033 

Marcy Rosenkrantz, Ph.D. 
Associate Director 
Cornell Information Assurance Institute 
Cornell intelligent Information Systems Institute 
4114 Upson Hall 
Cornell University 
Ithaca, NY 14853 

Kenneth R. Tindall, Ph.D. 
Senior Vice President for Science & Business Development 
North Carolina Biotechnology Center 
15 T.W. Alexander Drive 
Research Triangle Park, NC 

MEETINGS 

The committee met one time during the reporting period in Jefferson, Arkansas. 

The date of the meeting was June 1 I/12,2001. 

The meeting on June 12,200l included a closed session to permit discussion where 
disclosure would constitute a clearly unwarranted invasion of personal privacy (5 U.S.C. 
552b(c)(6)). The Board discussed qualifications and performance’of individuals 
associated with the research programs at the Center‘that had undergone review. 
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ACCOMPLISHMENTS” 
,. 

The Board received pyog;ress reports on the imnlementatinn nfr-,-n**-nd-+;n-a -a,-~ h-r 

the Board at its last meet;lgfrom‘th~“~n~oc___ _ 
Microbiology program directors. They addressed .--- ______ _____ 
the recommendations made in the program review reports. 

-*‘~“‘““‘*‘...L”” “A AY”“aLII*LwL*uUC~“u~ L.uauti “J 

:rine Disrupter Knowledge Base, and 
the issues rained &j actions taken on 

A proposal was made to the Board that it consider establishing a subcormriittee on 
scientific opportunities to improve regulatory science through collaborations with 
external stakeholdek‘ A report will be provided to the Board on the activities of an 
existing subcommittee with a similar focus (Advisory Committee for PharnraceuticaI 
Science, Nonclinical Studies Subcommittee). The Board postponed making a decision 
pending further evaluation of the i2ormation provided. 

The NCTR division directors discussed the accomplishments and future directions for 
their divisions. 

.,. “, “. 

Date: 12 - 7 c ?! ,.” j ?> .L^_ “.. . 
Leonard M. Schechtman, Ph.D. 
Executive Secretary 


